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1.0 PURPOSE 1 
This procedure describes steps for the destruction of laboratory specimens from all 2 
National Institute of Allergy and Infectious Disease (NIAID) Division of AIDS 3 
(DAIDS) -supported and/or -sponsored clinical research in the custody of DAIDS 4 
supported laboratories or repositories. 5 

2.0 SCOPE 6 
This procedure applies to specimens obtained from NIAID (DAIDS) -supported 7 
and/or -sponsored clinical research that are: 1) the property of NIAID and 2) stored 8 
at DAIDS supported and/or sponsored laboratories or repositories. This procedure 9 
is applicable to the following laboratories and repositories:  AIDS Vaccine 10 
Evaluation Group (AVEG) laboratories, HIV Network for Prevention Trials 11 
(HIVNET) Laboratories, and the DAIDS repository contractor SeraCare 12 
BioServices, Gaithersburg, MD. Unless otherwise stated, specimens collected by 13 
contractors are the property of the NIAID; specimens collected by grantees 14 
(including cooperative agreements) are the property of the awardee institution1

3.0 BACKGROUND 23 

. This 15 
procedure does not apply to specimens that are property of awardee institutions 16 
from research supported through grants and cooperative agreements.  17 
 18 
Note: For studies that are co-funded by DAIDS and other parties, a written 19 
agreement is needed regarding the application of the procedure and/or process to be 20 
followed for stored specimens.  21 
 22 

The DAIDS -supported and/or -sponsored laboratories and repositories receive and 24 
store samples from NIAID (DAIDS) -supported and/or -sponsored clinical trials 25 
conducted both domestically and internationally. If a clinical research participant 26 
does not provide consent for the samples to be retained, all laboratory specimens 27 
provided by the participant should be destroyed as indicated by the IRB/EC or as 28 
dictated by institutional policies.  In cases where NIAID owns the research samples, 29 
a DAIDS Project Officer (PO) determines which specimens the laboratory or 30 
repository can either destroy or maintain in storage. 31 
 32 
This procedure describes steps DAIDS considers adequate for determining which 33 
NIAID owned laboratory samples are eligible for destruction. 34 
 35 

                                                 
1 http://www3.niaid.nih.gov/LabsAndResources/resources/reposit/guidance.htm 
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4.0 DEFINITIONS 36 

For definitions, see DAIDS glossary:  37 
http://www3.niaid.nih.gov/LabsAndResources/resources/DAIDSClinRsrch/Gloss38 
ary.htm

5.0 RESPONSIBILITIES 40 

 39 

 41 
DAIDS 42 
DAIDS is responsible for making decisions about the storage, future use and 43 
destruction for DAIDS clinical trial specimens owned by NIAID, consistent with the 44 
protocol, informed consent and relevant regulations, and for notifying the 45 
investigator/ laboratory of its decisions. 46 

 Laboratory staff 47 
Laboratory staff is responsible for ensuring that the specimens from NIAID (DAIDS) 48 
-supported and/or -sponsored clinical trials are stored according to protocol 49 
requirements in a Good Clinical Laboratory Practice (GCLP) compliant manner. 50 
Once DAIDS notifies the laboratory to destroy specimens, laboratory staff is 51 
responsible for implementing this DAIDS procedure and following instructions for 52 
specimen destruction. 53 

 Principal Investigator 54 
The Principal Investigator is responsible for ensuring lab specimens from NIAID 55 
(DAIDS) -supported and/or -sponsored clinical trials are stored and ultimately 56 
destroyed in accordance with this procedure, institutional polices, and any applicable 57 
local or country laws in a GCLP compliant manner.  58 
 59 

6.0 POLICY 60 

6.1 Notification 61 
6.1.1 The Principal Investigator/ laboratory staff will be notified by 62 

DAIDS PO if specimens from NIAID (DAIDS) -supported and/or 63 
-sponsored clinical trials owned by NIAID need to be destroyed. 64 
Because research may be conducted in a variety of U.S. domestic and 65 
international settings, and across diverse populations, investigators 66 
are advised to contact their local IRB/EC or legal counsel at their 67 
institution for guidance about any additional requirements, local 68 

http://www3.niaid.nih.gov/LabsAndResources/resources/DAIDSClinRsrch/Glossary.htm�
http://www3.niaid.nih.gov/LabsAndResources/resources/DAIDSClinRsrch/Glossary.htm�
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regulations, laws and institutional policies related to specimen 69 
destruction. 70 

6.1.2 DAIDS will provide the laboratory with a list of 71 
protocols/specimens and a date by which the specimens need to be 72 
destroyed. This notification may also include any special 73 
requirements for destruction and documentation. 74 

 75 
6.2 Verification 76 

6.2.1 Laboratory staff will check specimen inventories to ensure the 77 
specimens are stored in the facility. Laboratory staff will note and 78 
resolve any discrepancies such as specimen type, numbers, source 79 
protocol, etc., before destruction. 80 

6.3 Documentation 81 
 82 

6.3.1 Laboratory staff should provide the following information using the 83 
format outlined on the “List of Samples from DAIDS -supported 84 
and/or -sponsored clinical trials destined for destruction” Table (see 85 
Appendix 1): protocol number, notifying authority, type and number 86 
of specimens destroyed, date & time of destruction, Laboratory staff 87 
member’s signature & date and the Laboratory Director or designee’s 88 
signature & date.  89 
 90 

6.3.2 In accordance with DAIDS GCLP Standards, a list of samples from 91 
DAIDS –supported and/or -sponsored clinical trials destined for 92 
destruction (see Appendix 1 List of Samples from DAIDS -93 
supported and/or -sponsored clinical trials destined for destruction) 94 
should be maintained at the site2

 96 
.  95 

6.3.3 If the laboratory uses LDMS, specimens will be removed from the 97 
specimen storage section of the LDMS.  98 

 99 
6.3.3.1 Comments should be made in the specimen management 100 

section about the destruction of the samples along with the 101 
sample destruction date.  102 

 103 
6.3.3.2 Copies of the storage reports will be kept by the laboratory. 104 

                                                 
2 http://www3.niaid.nih.gov/LabsAndResources/resources/DAIDSClinRsrch/PDF/GCLP.htm  

http://www3.niaid.nih.gov/LabsAndResources/resources/DAIDSClinRsrch/PDF/GCLP.htm�
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 105 
6.4 Discarding of samples 106 

 107 
6.4.1 All applicable institutional policies, and local or national regulations 108 

are to be followed when handling or discarding specimens. 109 
6.5 Confirmation  110 

 111 
6.5.1 Confirmation of destruction will be sent out to DAIDS according to 112 

DAIDS instructions. 113 
 114 

 115 

7.0 REFERENCES 116 

HPTN/MTN Laboratory manual (Version 1.0, 15 November 2006): Sample 117 
Destruction  118 
http://www.hptn.org/web%20documents/CentralLab/HPTN-119 
MTNLABMANUALVersion1.0.pdf

8.0 INQUIRIES 122 

 120 
 121 

Questions and comments regarding this policy may be directed to the OPCRO 123 
Policy Group at: NIAIDOPCROPOLICYGROUP@mail.nih.gov 124 

 125 

9.0 AVAILABILITY 126 
 127 

This policy is available electronically at the following URL: 128 
http://www3.niaid.nih.gov/research/resources/DAIDSClinRsrch/Default.htm  129 
 130 

10.0 CHANGE SUMMARY 131 
This procedure is the first version.  It does not supersede any other version. 132 

11.0 APPENDICIES 133 

Appendix 1 - List of Samples from DAIDS -supported and/or -sponsored 134 
clinical trials destined for destruction [LB.404] 135 

 136 

http://www.hptn.org/web%20documents/CentralLab/HPTN-MTNLABMANUALVersion1.0.pdf�
http://www.hptn.org/web%20documents/CentralLab/HPTN-MTNLABMANUALVersion1.0.pdf�
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